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ABSTRAK 
 
Ketoconazole merupakan turunan imidazole dimana khasiat obat ini 
mampu menghambat aktivitas jamur secara sistemik maupun non sistemik, 
mekanisme kerja obat ketoconazole mampu menimbulkan ketidakteraturan 
membran sitoplasma jamur sehingga dapat menghambat pertumbuhan atau 
menimbulkan kematian sel jamur. Tujuan dari penelitian ini adalah untuk 
mengetahui dan membandingkan mutu fisik tablet Ketoconazole generik dan 
generik bermerek. Uji mutu fisik yang dilakukan dalam penelitian ini diantaranya 
uji keseragaman ukuran, uji keseragaman bobot, uji kekerasan, uji kerapuhan, dan 
uji waktu hancur. Metode yang digunakan dalam penelitian ini adalah 
eksperimental, dengan menggunakan 1 produk generik dan 1 produk generik 
bermerek yang diambil dari 3 apotek yang berbeda di Kota Madiun. Data yang 
diperoleh dibandingkan dengan persyaratan dalam Farmakope Indonesia Edisi III 
dan literatur lainnya. Hasil data diolah dengan SPSS versi 17.00. Hasil uji mutu 
fisik tablet Ketoconazole generik dan generik bermerek yang meliputi uji 
keseragaman bobot, uji kekerasan, uji kerapuhan dan uji waktu hancur tablet telah 
memenuhi persyaratan dalam Farmakope Indonesia Edisi III dan ketentuan 
lainnya. Hasil uji mutu fisik tablet Ketoconazole generik dan generik untuk uji 
keseragaman ukuran dalam pengujian ini tidak memenuhi persyaratan dalam 
Farmakope Indonesia Edisi III dan ketentuan lainnya. Hasil olah statistika data 
penelitian menunjukan bahwa ada perbedaan yang bermakna mutu fisik tablet 
Ketoconazole generik dan generik bermerek. 
 
Kata kunci: Ketoconazole, Generik dan Generik Bermerek, Uji Mutu Fisik
x 
 
ABSTRACT 
 
Ketoconazole is an imidazole derivative in which the efficacy of this 
drug is able to inhibit fungal activity systemically or non-systemically, the 
mechanism of action of ketoconazole drug is capable of causing the disorder of 
the cytoplasmic membrane of the fungus so that it can inhibit growth or cause 
fungal cell death. The purpose of this study was to determine and compare the 
physical quality of generic and generic branded Ketoconazole tablets. Physical 
quality tests was conducted in this study include the size uniformity test, the 
weight uniformity test, the hardness test, the fragility test, and the crush time test. 
The method used in this study was experimental, using 1 generic product and 1 
branded generic product taken from 3 different pharmacies in the City of Madiun. 
The data obtained were compared with the requirements in the Indonesian 
Pharmacopoeia Edition III and other literature. The results of the data are 
processed with SPSS version 17.00. The physical quality test results of branded 
generic and generic Ketoconazole tablets which include weight uniformity test, 
the hardness test, tablet fragility test, and tablet disintegration time test have 
fulfilled the requirements in Pharmacopoeia Indonesia Edition III and other 
provisions. The physical quality test results of generic and generic Ketoconazole 
tablets for uniformity test of size of tablets in this test did not meet the 
requirements in Pharmacopoeia Indonesia Edition III and other provisions. The 
results of the research statistics show that there are significant differences in the 
physical quality of generic and generic branded Ketoconazole tablets. 
 
Keywords: Ketoconazole, Generic and Branded Generics, Physical Quality Test
xi 
 
DAFTAR ISI 
 
HALAMAN JUDUL ............................................................................................ i 
HALAMAN PENGESAHAN .............................................................................. ii 
HALAMAN PENGESAHAN TIM PENGUJI KTI ............................................. iii 
SURAT PERNYATAAN KEASLIAN KARYA ILMIAH DAN PERSETUJUAN 
PUBLIKASI KARYA ILMIAH .......................................................................... iv 
KATA PENGANTAR ......................................................................................... v 
MOTTO.............................................................................................................. vi 
HALAMAN PERSEMBAHAN ......................................................................... vii 
ABSTRAK ......................................................................................................... ix 
ABSTRACT ........................................................................................................ x 
DAFTAR ISI ...................................................................................................... xi 
DAFTAR TABEL ............................................................................................ xiii 
DAFTAR GAMBAR ........................................................................................ xiv 
DAFTAR LAMPIRAN ...................................................................................... xv 
BAB I .................................................................................................................. 1 
PENDAHULUAN ............................................................................................... 1 
A. Latar Belakang ......................................................................................... 1 
B. Rumusan Masalah .................................................................................... 4 
C. Tujuan Penelitian ...................................................................................... 4 
D. Manfaat Penelitian .................................................................................... 4 
BAB II ................................................................................................................. 6 
TINJAUAN PUSTAKA....................................................................................... 6 
A. Obat Generik dan Obat Generik Bermerek ................................................ 6 
B. Ketoconazole ............................................................................................ 9 
C. Tablet ..................................................................................................... 11 
D. Hipotesis ................................................................................................ 21 
BAB III.............................................................................................................. 22 
METODE PENELITIAN ................................................................................... 22 
A. Jenis dan Rancangan Penelitian .............................................................. 22
xii 
 
 
B. Tempat dan Waktu Penelitian ................................................................. 22 
C. Populasi dan Sampel ............................................................................... 22 
D. Variabel dan Definisi Operasional .......................................................... 22 
E. Bahan dan Alat Penelitian ....................................................................... 23 
F. Cara Kerja .............................................................................................. 24 
G. Pengolahan dan Analisis Data ................................................................. 27 
BAB IV ............................................................................................................. 28 
HASIL PENELITIAN DAN PEMBAHASAN ................................................... 28 
A. Uji Keseragaman Ukuran........................................................................ 28 
B. Uji Keseragaman Bobot .......................................................................... 29 
C. Uji Kekerasan Tablet .............................................................................. 31 
D. Uji Kerapuhan Tablet ............................................................................. 33 
E. Uji Waktu Hancur .................................................................................. 34 
F. Analisis Data .......................................................................................... 35 
BAB V ............................................................................................................... 39 
KESIMPULAN DAN SARAN .......................................................................... 39 
A. Kesimpulan ............................................................................................ 39 
B. Saran ...................................................................................................... 39 
DAFTAR PUSTAKA ........................................................................................ 40 
DAFTAR LAMPIRAN ...................................................................................... 43 
 
xiii 
 
DAFTAR TABEL 
 
Tabel 1. Daftar Persyaratan Penyimpangan Bobot Tablet ................................... 18 
Tabel 2. Rangkuman Hasil Uji Statistik Uji Mutu Fisik Tablet Ketoconazole 
Generik dan Generik Bermerek ............................................................ 36 
xiv 
 
DAFTAR GAMBAR 
Gambar 1. Struktur Kimia Ketoconazole (Scholar and Pratt, 2000) .................... 10 
Gambar 2. Grafik Hasil Uji Keseragaman Ukuran Tablet ................................... 28 
Gambar 3. Grafik Uji Keseragaman Bobot Tablet Ketoconazole ........................ 30 
Gambar 4. Grafik Uji Kekerasan Tablet Ketoconazole ....................................... 32 
Gambar 5. Grafik Uji Kerapuhan Tablet Ketoconazole ...................................... 33 
Gambar 6. Grafik Hasil Uji Waktu Hancur Tablet Ketoconazole ........................ 34 
xv 
 
DAFTAR LAMPIRAN 
Lampiran 1. Data Primer Hasil Uji Keseragaman Tebal Tablet Ketoconazole 
Generik dan Generik Bermerek 
Lampiran 2. Hasil Uji Normalitas Tebal Tablet 
Lampiran 3. Hasil Uji Homogenitas Tebal Tablet 
Lampiran 4. Hasil Uji ANOVA Tebal Tablet 
Lampiran 5. Data Primer Hasil Uji Keseragaman Diameter Tablet Ketoconazole 
Generik dan Generik Bermerek 
Lampiran 6. Hasil Uji Normalitas Diameter Tablet 
Lampiran 7. Hasil Uji Homogenitas Diameter Tablet 
Lampiran 8. Hasil Uji ANOVA Diameter Tablet 
Lampiran 9. Data Primer Hasil Uji Keseragaman Bobot Tablet Ketoconazole 
Generik dan Generik Bermerek 
Lampiran 10. Hasil Uji Normalitas Keseragaman Bobot Tablet 
Lampiran 11. Hasil Uji Homogenitas Keseragaman Bobot Tablet 
Lampiran 12. Hasil Uji ANOVA Keseragaman Bobot Tablet 
Lampiran 13. Data Primer Hasil Uji Kekerasan Tablet Ketoconazole Generik dan 
Generik Bermerek 
Lampiran 14. Hasil Uji Normalitas Kekerasan Tablet 
Lampiran 15. Hasil Uji Homogenitas Kekerasan Tablet 
Lampiran 16. Hasil Uji ANOVA Kekerasan Tablet 
Lampiran 17. Data Primer Hasil Uji Kerapuhan Tablet Ketoconazole Generik dan 
Generik Bermerek 
Lampiran 18. Hasil Uji Normalitas Kerapuhan Tablet 
Lampiran 19. Hasil Uji Homogenitas Kerapuhan Tablet 
Lampiran 20. Hasil Uji ANOVA Kerapuhan Tablet 
Lampiran 21. Data Primer Hasil Uji Waktu Hancur Tablet Ketoconazole Generik 
dan Generik Bermerek 
Lampiran 22. Hasil Uji Normalitas Waktu Hancur Tablet 
Lampiran 23. Hasil Uji Homogenitas Waktu Hancur Tablet 
Lampiran 24. Hasil Uji ANOVA Waktu Hancur Tablet 
Lampiran 25. Tablet Ketoconazole 
Lampiran 26. Alat Uji Mutu Fisik Tablet 
 
